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340.0 Restrictions on the Introduction of Regulated Articles

(a) No person shall introduce any regulated article unless
the Administrator is:

(1) Notified of the introduction in accordance wth 340. 3,
or such introduction is authorized by permt in accordance with
340.4, or such introduction is conditionally exenpt frompermt
requi renents under 340.2(b); and

(2) Such introduction is in conformty with all other applicable
restrictions in this part. 1

1 Part 340 regul ates, anong other things, the introduction
of organi snms and products altered or produced through
geneti c engineering which are plant pests or which there
is reason to believe are plant pests. The introduction
into the United States of such articles nay be subject

to other regul ati ons pronul gated under the Federal Pl ant
Pest Act (7 U S.C. 150aa et seq.), the Plant Quarantine

Act (7 U S.C. 151 et seq.) and the Federal Noxious Wed

Act (7 U.S.C. 2801 et seq.) and found in 7 CFR parts

319, 321, 330, and 360. For exanpl e under regulations
pronul gated in 7 CFR "Subpart-Nursery Stock" (7 CFR 319. 37)
a permt is required for the inportation of certain classes
of nursery stock whet her genetically engineered or not.
Thus, a person should consult those regul ations prior

to the inportation of any nursery stock

(b) Any regul ated article introduced not in conpliance with
the requirenents of this part shall be subject to the i mediate
application of such renedi al nmeasures or safeguards as an inspector
determi nes necessary to prevent the introduction of such plant
pests. 2

2 Pursuant to section 105 of the Federal Plant Pest

Act (7 U.S.C. 150dd) the Secretary of Agriculture is

aut horized to order pronpt removal fromthe United States

or to seize, quarantine, treat, apply other renedial
neasures to, destroy, or otherw se dispose of, in such
manner as the Secretary deens appropriate, certain regul ated

file:/I/C)/test/7cfr340xx.html (1 of 24)3/30/2004 5:49:11 AM



Biotechnology Permits -- 7 Code of Federal Regulations part 340

articles which are believed to be infested or infected
by or contain a plant pest.

340.1 Definitions.

Terms used in the singular formin this part shall be construed
as the plural, and vice versa, as the case may demand. The foll ow ng
terms, when used in this part, shall be construed, respectively,
to nean:
Admi nistrator. The Administrator of the Aninal and Pl ant
Heal th I nspection Service (APH S) or any other enpl oyee of
APH S to whom the authority has been or nmay be del egated
to act in the Admnistrator's stead.

Ani mal and Pl ant Health I nspection Service (APH S). An agency
of the United States Departnent of Agriculture.

Ant ecedent Organism An organi smthat has al ready been the
subj ect of a determination of nonregul ated status by APH S under
§ 340.6, and that is used as a reference for conparison
to the regul ated article under consideration under these regul ations.

Courtesy permt. Awitten permt issued by the Admi nistrator
in accordance with 340.4(h).

Donor organi sm The organi smfrom which genetic material is
obtained for transfer to the recipient organi sm

Environnent. Al the land, air, and water; and all |iving
organi sms in association with land, air and water.

Expression vector. A cloning vector designed so that a coding
sequence inserted at a particular site will be transcribed and
translated into protein.

Genetic engineering. The genetic nodification of organi sns
by reconbi nant DNA techni ques.

I nspector. Any enployee of the Aninmal and Plant Health Inspection
Service, U S. Departnent of Agriculture, or other person, authorized
by the Administrator in accordance with |aw to enforce the
provi sions of this part.

Interstate. Fromany State into or through any other State

Introduce or introduction. To nove into or through the United
States, to release into the environnent, to nove interstate
or any attenpt thereat.

Move (noving, nmovenent). To ship, offer for shipnent, offer
for entry, inmport, receive for transportation, carry, or otherw se
transport or nove, or allow to be noved into, through, or within
the United States.

Organism Any active, infective, or dormant stage or life
formof an entity characterized as living, including vertebrate
and invertebrate animals, plants, bacteria, fungi, mycopl asmas,
mycopl asma- | i ke organi sns, as well as entities such as viroids,
viruses, or any entity characterized as living, related to the
f or egoi ng.

Permit. Awitten permt issued by the Adm nistrator for

the introduction of a regulated article under conditions determ ned
by the Admi nistrator not to present a risk of plant pest introduction
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Person. Any individual, partnership, corporation, conpany,
soci ety, association, or other organized group.

Plant. Any living stage or form of any nenber of the plant
ki ngdom 3 including, but not limted to, eukaryotic al gae,
nosses, club nosses, ferns, angi osperns, gymosperns, and |ichens
(which contain algae) including any parts (e.g. pollen, seeds,
cells, tubers, stens) thereof, and any cellul ar conponents (e.g.
pl asm ds, ribosones, etc.) thereof.

3 The taxononmic schenme for the plant kingdomis that
found in Synopsis and C assification of Living O ganisns
by S.P. Parker, McGaw Hi |l (1984).

Pl ant pest. Any living stage (including active and dor mant
forns) of insects, mtes, nematodes, slugs, snails, protozoa,
or other invertebrate animals, bacteria, fungi, other parasitic
pl ants or reproductive parts thereof; viruses; or any organi sns
simlar to or allied with any of the foregoing; or any infectious
agents or substances, which can directly or indirectly injure
or cause di sease or danmage in or to any plants or parts thereof,
or any processed, nmanufactured, or other products of plants.

Product. Anything made by or from or derived froman organi sm
living or dead

Reci pi ent organi sm The organi sm whi ch receives genetic materia
froma donor organi sm

Regul ated article. Any organi smwhich has been altered or
produced through genetic engineering, if the donor organism
reci pient organism or vector or vector agent belongs to any
genera or taxa designated in 340.2 and neets the definition
of plant pest, or is an unclassified organi smand/or an organi sm
whose classification is unknown, or any product which contains
such an organi sm or any other organi smor product altered or
produced through genetic engineering which the Adm ni strator
determines is a plant pest or has reason to believe is a plant
pest. Excluded are recipient mcroorgani snms which are not plant
pests and which have resulted fromthe addition of genetic materia
froma donor organismwhere the material is well characterized
and contains only non-coding regul atory regions

Rel ease into the environnent. The use of a regulated article
outside the constraints of physical confinenent that are found
in a |laboratory, contained greenhouse, or a fermenter or other
cont ai ned structure.

Responsi bl e person. The person who has control and will maintain
control over the introduction of the regulated article and assure
that all conditions contained in the permt and requirenents
in this part are conplied with. A responsible person shall be
a resident of the United States or designate an agent who is
a resident of the United States.

Secretary. The Secretary of Agriculture, or any other officer
or enployee of the Department of Agriculture to whomauthority
to act in his/her stead has been or may hereafter be del egated.

Stably integrated. The cloned genetic material is contiguous
with el ements of the recipient genome and is replicated exclusively
by nmechani sns used by recipi ent genom ¢ DNA

State. Any State, the District of Colunbia, Anerican Sanvpa,
Guam Northern Mariana |slands, Puerto Rico, the Virgin Islands
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of the United States, and any other Territories or Districts
of the United States.

State regulatory official. State official with responsibilities
for plant health, or any other duly designated State official
in the State where the introduction is to take place.

United States. Al of the States.

Vector or vector agent. Organisns or objects used to transfer
genetic material fromthe donor organismto the recipient organi sm

Wel | -characterized and contains only non-codi ng regul atory
regions (e.g. operators, promoters, origins of replication
term nators, and ribosone binding regions). The genetic materia
added to a microorganismin which the followi ng can be docunent ed
about such genetic material: (a) The exact nucl eoti de base sequence
of the regulatory region and any inserted flanking nucl eoti des;
(b) The regulatory region and any inserted flanking nucl eotides
do not code for protein or peptide; and (c) The regulatory region
solely controls the activity of other sequences that code for
protein or peptide nolecules or act as recognition sites for
the initiation of nucleic acid or protein synthesis.

[52 FR 22908, June 16, 1987, as anended at 53 FR 12913, Apr.
20, 1988; 55 FR 53276, Dec. 28, 1990]

340.2 Groups of organisms which are or contain plant pests and exemptions.

(a) Groups of organisnms which are or contain plant pests.
The organi snms that are or contain plant pests are included in
the taxa or group of organisns contained in the following list.
Wthin any taxononic series included on the list, the | owest
unit of classification actually listed is the taxon or group
whi ch may contain organi sns which are regul ated. Organi sns bel ongi ng
to all lower taxa contained within the group listed are included
as organi sns that may be or may contain plant pests, and are
regul ated if they nmeet the definition of plant pest in 340.1. 4

4 Any organi smbel onging to any taxa contained within
any |isted genera or taxa is only considered to be a
plant pest if the organism  “can directly or indirectly
injure, or cause disease, or damage in any plants or
parts thereof, or any processed, manufactured, or other
products of plants.'' Thus a particular unlisted species
within a listed genus woul d be deened a pl ant pest for
purposes of 340.2, if the scientific literature refers
to the organismas a cause of direct or indirect injury,
di sease, or damage to any plants, plant parts or products
of plants. (If there is any question concerning the plant
pest status of an organi smbelonging to any |listed genera
or taxa, the person proposing to introduce the organi sm
in question should consult with APHIS to determine if

the organismis subject to regulation.)

Not e: Any genetical ly engi neered organi sm conposed of DNA or

RNA sequences, organelles, plasmds, parts, copies, and/or anal ogs,
of or fromany of the groups of organisnms |isted bel ow shall

be deened a regulated article if it also nmeets the definition

of plant pest in 340.1

GROUP
VI RO DS
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Super ki ngdom Pr okar yot ae
Ki ngdom Vi r us

Al'l nmembers of groups containing plant viruses, and all other
pl ant and insect viruses

Ki ngdom Mboner a
Di vi sion Bacteria

Fam | y Pseudonpbnadaceae
Genus Pseudononas
Genus Xant hononas

Fam |y Rhi zobi aceae
Genus Rhi zobi um
Genus Bradyr hi zobi um
Genus Agrobacterium
CGenus Phyl | obact eri um

Fam |y Enterobacteriaceae
Genus Erwi ni a

Fam |y Streptomycetaceae
Cenus Streptonyces

Fam |y Actinonycet acease
Genus Actinomyces

Cor ynef orm gr oup

Genus d avi bacter

Genus Arthrobacter

Genus Curtobacterium

CGenus Corynebacteria
Gram negative phloemlinmted bacteria associated with plant

di seases

Gram negative xylemlinmted bacteria associated with plant diseases
And all other bacteria associated with plant or insect diseases
Ri ckettsi aceae

Ri ckettgial -like organi sms associated with i nsect di seases

Class Ml licutes
Order Mycopl asnat al es
Fam |y Spiropl asnat aceae
Genus Spi ropl asma
Mycopl asna-1i ke organi sns associated with plant diseases
Mycopl asma- | i ke organi sns associ ated with insect diseases
Super ki ngdom Eukar yot ae
Ki ngdom Pl ant ae
Subki ngdom Thal | obi ont a
Di vi si on Chl or ophyt a
Genus Cephal eur os
Genus Rhodochytrium
Genus Phyl | osi phon
Di vi si on Myxonycot a
Cl ass Pl asnodi ophor onycet es
Di vi si on Eumycot a

Class Chytridi onycetes

Order Chytridiales
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Cl ass Qomnycetes

Order Lageni di al es

Fam |y Lageni di aceae

Fam |y O pi di opsi daceae
Order Peronosporal es

Fam |y Al bugi naceae

Fam | y Peronosporaceae
Fam |y Pythiaceae

Order Saprol egni al es

Fam |y Saprol egni aceae
Fam |y Leptol egni el | aceae

Cl ass Zygomycet es

Order Mucoral es

Fam | y Choanephor aceae
Fam |y Micoraceae

Fam |y Entonopht hor aceae

Cl ass Hem asconycetes

Fam |y Protonycetaceae
Fam |y Taphrinaceae

Cl ass Locul oascomycet es

Order Myriangi al es
Fam |y El si noeaceae
Fam |y Myriangi aceae
Order Asterinales

O der Dot hi deal es
Order Chaetothyrial es
Order Hysteriales

Fam |y Parmul ari aceae
Fam |y Phillipsiellaceae
Fam |y Hysteriaceae
Order Pl eosporal es

O der Mel anommat al es

Cl ass Pl ectomycetes

Order Eurotiales
Fam | y Ophi ost onat aceae
O der Ascophaeral es

Cl ass Pyrenomycetes

Order Erysi phal es
Order Meliolales
Order Xylariales
Order Diaporthal es
Order Hypocreal es
Order Cavicipitales

Cl ass Di sconycetes

O der Phaci di al es

Order Helotiales

Fam |y Ascocorticiceae
Fam |y Hemni phaci di aceae
Fam | y Der mat aceae

Fam |y Scl erotini aceae
Order Cytarriales

Order Medeol ari al es
Order Pezzial es
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Fam | y Sarcosomat aceae
Fam | y Sarcoscyphaceae

Cl ass Telionycetes
Cl ass Phragnobasi di onycet es

Fam |y Auricul ari aceae
Fam |y Cerat obasi di aceae

Cl ass Hynmenomycet es

O der Exobasi di al es
Order Agarical es

Fam |y Corticiaceae

Fam | y Hynmenochaet aceae
Fam |y Echi nodonti aceae
Fam |y Fistulinaceae
Fam |y d avari aceae

Fam |y Pol ypor aceae

Fam |y Trichol omat aceae

Cl ass Hyphonycetes
Cl ass Coel onycet es
And all other fungi associated with plant or i
Subki ngdom Enbr yobi ont a

Note: Organisns listed in the Code of Federal
noxi ous weeds are regul at ed under the Federal

Di vi si on Magnol i ophyt a

Fam |y Bal anophor aceae-parasitic species
Fam |y Cuscutaceae-parasitic species
Fam | y Hydnoraceae-parasitic species
Fam |y Kraneriaceae-parasitic species
Fam |y Lauraceae-parasitic species

Genus Cassyt ha
Fam |y Lennoaceae-parasitic species
Fam |y Lorant haceae-parasitic species
Fam |y Myzodendraceae-parasitic species
Fam |y O acaceae-parasitic species
Fam |y Orobanchaceae-parasitic species
Fam |y Raffl esi aceae-parasitic species
Fam |y Santal aceae-parasitic species
Fam |y Scrophul ari aceae-parasitic species

Genus Al ectra

Genus Bartsia

Genus Buchnera

Genus Buttonia

Genus Castilleja

Genus Centrant hera

Genus Cor dyl ant hus

Genus Dasi st oma

Genus Euphrasi a

Genus Cerardi a

Cenus Harveya

CGenus Hyobanche

Genus Lat hr aea

Genus Mel anpyrum

Genus Mel asnma

Genus Orthant ha

CGenus Ot hocarpus
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Genus Pedicul aris
Genus Rhanphi car pa
Genus Rhi nant hus
Genus Schwal bea
CGenus Seyneri a
Genus Si phonost egi a
Genus Sopubi a
Genus Striga
CGenus Tozzia
Fam |y Viscaceae-parasitic species

Ki ngdom Ani mal i a
Subki ngdom Pr ot ozoa

Genus Phyt onbnas

And all Protozoa associated with insect diseases

Subki ngdom Eunet azoa
Phyl um Nenmat a
Cl ass Secernent ea

Order Tyl enchi da

Fam | y Angui ni dae
Fam | y Bel onol ai mi dae
Fam |y Cal oosi i dae

Fam |y Criconematidae
Fam |y Dol i chodori dae
Fam |y Fergusobiidae
Fam |y Hemi cycliophoridae
Fam |y Heteroderidae
Fam |y Hopl ol ai m dae
Fam |y Mel oi dogyni dae
Fam | y Nacobbi dae

Fam |y Neotyl enchi dae
Fam |y Not hotyl enchi dae
Fam |y Paratyl enchi dae
Fam |y Pratyl enchi dae
Fam |y Tyl enchi dae

Fam |y Tyl enchul i dae
Order Aphel enchi da

Fam |y Aphel enchoi di dae

Cl ass Adenophorea

Order Doryl ai m da
Fam |y Longi dori dae
Fam |y Trichodoridae

Phyl um Mol | usca
Cl ass Gastropoda

Subcl ass Pul nonat a

O der Basommat ophor a
Superfani |y Pl anorbacea

Order Styl ommat ophor a
Subfam |y Strophocheil acea

Fam |y Succi nei dae
Superfam |y Achati nacae
Superfanily Arionacae
Superfam |y Li nacacea
Superfam |y Helicacea
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Order Systel | onmat ophor a
Superfanmi |y Veronicell acea

Phyl um Art hr opoda
Cl ass Arachni da

Order Parasitifornes
Subor der Mesosti gnat a
Superfani |y Ascoi dea
Superfani |y Der manyssoi dea

Order Acarifornes
Suborder Prostigmata
Superfam |y Eriophyoi dea
Superfani |y Tetranychoi dea
Super fami |y Eupodoi dea
Superfanily Tydeoi dea
Superfam |y Erythraenoi dea
Superfanily Tronbi di oi dea
Superfami |y Hydryphant oi dea
Superfanily Tarsonenoi dea
Superfam |y Pyenot oi dea

Suborder Astigmata
Superfam |y Hem sarcoptoi dea
Superfamni |y Acaroi dea

Cl ass Di pl opoda

O der Pol ydesni da

C ass Insecta

O der Col | enbol a

Fam |y Sm nt hori dae
Order |soptera

Order Thysanoptera
Order Orthoptera

Fam |y Acri di dae

Fam |y Gyllidae

Fam |y Gyllacrididae
Fam |y Gyl otal pi dae
Fam | y Phasmati dae
Fam | y Ronal ei dae

Fam |y Tettigoniidae
Fam |y Tetri gi dae
Order Hemiptera
Fam | y Thaumast ocori dae
Fam |y Aradi dae

Superfam |y
Superfam |y
Superfam |y
Superfam |y
Superfam |y
Superfam |y
Superfam |y
Superfanily
O der

Pi esmat oi dea
Lygaeoi dea

| di ost ol oi dea
Cor eoi dea

Pent at onoi dea
Pyrrhocoroi dea
Ti ngoi dea

M roi dea

Homopt er a

Order Col eoptera

Fam |y
Fam |y
Fam |y
Fam |y
Fam |y
Fam |y
Fam |y
Fam |y

Anobi i dae
Api oni dae
Ant hri bi dae
Bostri chi dae
Brenti dae
Bruchi dae
Bupr esti dae
Byt uri dae
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Fam |y Cant hari dae
Fam | y Car abi dae
Fam |y Ceranbyci dae
Fam |y Chrysonelidae
Fam |y Coccinel lidae
Subfami |y Epilachni nae
Fam |y Curcul i oni dae
Fam |y Dermesti dae
Fam |y El ateridae
Fam |y Hydrophilidae
Genus Hel ophor us
Fam |y Lycti dae
Fam |y Mel oi dae
Fam |y Mordellidae
Fam |y Pl at ypodi dae
Fam |y Scar abaei dae
Subfami |y Mel ol ont hi nae
Subfam |y Rutelinae
Subfami |y Cetoniinae
Subfam |y Dynasti nae
Fam |y Scol ytidae
Fam |y Sel byti dae
Fam |y Tenebri oni dae
Order Lepidoptera
Order Diptera
Fam |y Agromnyzi dae
Fam |y Ant honyii dae
Fam |y Ceci donyi i dae
Fam |y Chl oropi dae
Fam |y Ephydri dae
Fam |y Lonchaei dae
Fam |y Musci dae
Genus At heri gona
Fam |y Otitidae
Cenus Euxeta
Fam |y Syrphi dae
Fam |y Tephritidae
Fam |y Tipulidae
Order Hynenoptera
Fam |y Api dae
Fam | y Caphi dae
Fam | y Chal ci dae
Fam |y Cyni pi dae
Fam |y Eurytoni dae
Fam |y Form ci dae
Fam |y Psilidae
Fam |y Siricidae
Fam |y Tent hredini dae
Fam |y Torym dae
Fam |y Xyl ocopi dae

Uncl assi fi ed organi sms and/ or organi snms whose cl assification
i s unknown.

(b) Exenptions. (1) Alinmted permt for interstate novenent
shall not be required for genetic material from any plant pest
contained in Escherichia coli genotype K-12 (strain K-12 and
its derivatives), sterile strains of Saccharonyces cerevisi ae,
or asporogenic strains of Bacillus subtilis, provided that all
the followi ng conditions are net:

(i) The microorganisns are shipped in a container that neets
the requirenments of 340.8(b)(3) of this part;

(ii) The cloned genetic material is maintained on a nonconjugation
proficient plasm d and the host does not contain other conjugation
proficient plasnm ds or generalized transduci ng phages;
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(iii) The cloned material does not include the conplete infectious
genone of a known pl ant pest;

(iv) The cloned genes are not carried on an expression vector
if the cloned genes code for

(A) Atoxin to plants or plant products, or a toxin to organi sns
beneficial to plants; or

(B) Oher factors directly involved in eliciting plant disease
(i.e., cell wall degrading enzynes); or

(C) Substances acting as, or inhibitory to, plant growth regul ators.

(2) Alimted permt for interstate novenent is not required
for genetic material fromany plant pest contained in the genone
of the plant Arabiodopsis thaliana, provided that all of the
following conditions are net:

(i) The plants or plant naterials are shipped in a container
that neets the requirenents of 340.8(b) (1), (2), and (3)
of this part;

(ii) The cloned genetic material is stably integrated into
the plant genone;

(iii) The cloned naterial does not include the conplete infectious
genone of a known pl ant pest.

[52 FR 22908, June 16, 1987, as anended at 53 FR 12913, Apr.
20, 1988; 55 FR 53276, Dec. 28, 1990]

340.3 Notification for the introduction of certain regulated articles.>

SAPHI S may issue guidelines regarding scientific

procedures, practices, or protocols which it has found acceptable
in maki ng various determ nations under the regul ations. A

person may follow an APH S guideline or follow different
procedures, practices, or protocols. Wen different procedures,
practices, or protocols are followed, a person may, but is not
required to, discuss the matter in advance with APHI S to help
ensure that the procedures, practices, or protocols to be followed

will be acceptable to APH S

(a) General. Certain regulated articles may be introduced
without a permt, provided that the introduction is in conpliance
with the requirenents of this section. Any other introduction
of regulated articles require a pernmit under 340.4, with the
exception of introductions that are conditionally exenpt from
permt requirenments under 340.2(b) of this part.

(b) Regulated articles eligible for introduction under the
notification procedure. Regulated articles which neet all of
the follow ng six requirenents and the performance standards
set forth in paragraph (c) of this section are eligible for
i ntroduction under the notification procedure.

(1) The regulated article is any plant species that is not |isted
as a noxious weed in regulations at 7 CFR part 360 under the
Federal Noxi ous Weed Act (7 U. S.C. 2809), and, when being
considered for release into the environnent, the regulated articles
is not considered by the Admi nistrator to be a weed in the area of
rel ease into the environnent.

(2) The introduced genetic material is "stably integrated"
in the plant genonme, as defined in 340.1

(3) The function of the introduced genetic material is known
and its expression in the regulated article does not result
in plant disease.

(4) The introduced genetic material does not:

(i) Cause the production of an infectious entity, or

(ii) Encode substances that are known or likely to be toxic
to nontarget organi sms known or likely to feed or live on the
pl ant species, or

(iii) Encode products intended for pharnmaceutical use
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(5) To ensure the introduced genetic sequences do not pose
a significant risk of the creation of any new plant virus, plant
vi rus-derived sequences nust be

(i) Noncodi ng regul atory sequences of known function, or

(ii) Sense or antisense genetic constructs derived fromvira
genes fromplant viruses that are prevalent and endemic in the
area where the introduction will occur and that infect plants of
the same host species, and that do not encode a functiona
noncapsi d gene product responsible for cell-to-cell novenent
of the virus

(6) The plant has not been nodified to contain the follow ng
genetic material fromanimal or human pat hogens

(i) Any nucleic acid sequence derived froman aninmal or human
virus, or

(ii) Coding sequences whose products are known or |ikely
causal agents of disease in aninals or humans.

(c) Performance standards for introductions under the
notification procedure. The foll owi ng performance standards
must be net for any introductions under the notification procedure

(1) If the plants or plant materials are shipped, they nust
be shipped in such a way that the viable plant material is unlikely
to be dissenminated while in transit and nust be maintai ned at
the destination facility in such a way that there is no rel ease
into the environnent.

(2) When the introduction is an environmental release, the
regul ated article must be planted in such a way that they are
not inadvertently mxed with non-regul ated plant material s of
any speci es which are not part of the environnmental rel ease

(3) The plants and plant parts nust be maintained in such
a way that the identity of all material is known while it is
in use, and the plant parts nust be contained or devitalized
when no | onger in use

(4) There nmust be no viable vector agent associated with
the regul ated article

(5) The field trial nust be conducted such that:

(i) The regulated article will not persist in the environnent,
and

(ii) No offspring can be produced that could persist in the
envi ronment .

(6) Upon term nation of the field test:

(i) No viable material shall remain which is likely to volunteer
i n subsequent seasons, or

(ii) Volunteers shall be nanaged to prevent persistence in
the environnent.

(d) Procedural requirements for notifying APH S. The foll ow ng
procedures shall be followed for any introducti ons under the
notification procedure

(1) Notification should be directed to Director, Plant Protection
and Quarantine, Biotechnology and Scientific Services,

Ani mal and Pl ant Health | nspection Service, U S. Departnent
of Agriculture, 4700 R ver Road, Riverdale Mryland 20737

(2) The notification shall include the follow ng:

(i) Nanme, title, address, telephone nunber, and signature
of the responsibl e person

(ii) Information necessary to identify the regulated article(s),
i ncl udi ng:

(A) The scientific, comon, or trade nanmes, and phenotype
of regulated article,

(B) The designations for the genetic loci, the encoded proteins
or functions, and donor organisns for all genes from which introduced
genetic material was derived, and

(C The method by which the recipient was transfornmed

(iii) The nanes and | ocations of the origination and destination
facilities for novenment or the field site |ocation for the environnmenta
rel ease; and the size of the introduction,

(iv) The date and, in the case of environnental release
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the expected duration of the introduction (release); and

(v) A statenent that certifies that introduction of the regul ated
article will be in accordance with the provisions of this section

(3) Notification nmust be submitted to APH S:

(i) At least 10 days prior to the day of introduction, if
the introduction is interstate novenent

(ii) At least 30 days prior to the day of introduction, if
the introduction is an inportation.

(iii) At least 30 days prior to the day of introduction
if the introduction is an environnmental release

(4) Field test reports nust be submtted to APHIS within
6 nmonths after the termnation of the field test. Field
test reports shall include the APH S reference nunber
met hods of observation, resulting data, and anal ysis
regarding all deleterious effects on plants, nontarget organi sns,
or the environnent.

(5) The Administrator shall be notified of any unusua
occurrence within the tine periods and in the manner specified
in 340.4(f)(10).

(6) Access shall be allowed for APH S and State regul atory
officials to inspect facilities and/or the field test site and
any records necessary to evaluate conpliance with the provisions
of paragraphs (b) and (c) of this section.

(e) Administrative action in response to notification

(1) APHI S will provide copies of all notifications to appropriate
State regulatory official(s) for reviewwithin 5 busi ness days of
receipt. Conmments to APHI S from appropriate State regul atory
officials in response to notifications for interstate novenent of
regul ated articles will not be required by APHI S prior to
acknow edgenent, although States may provide their reviews
to APHIS at their discretion

(2) APHI S will provide acknow edgerment within
10 days of receipt that the interstate novenent is appropriate
under notification

(3) APHIS will provide acknow edgenment within
30 days of receipt that the inportation is appropriate under
notification

(4) APHI S will provide acknow edgenent within
30 days of receipt that the environnental release is appropriate
under notification. Such acknow edgement will apply to field
testing for 1 year fromthe date of introduction, and may be
renewed annual ly by subnission of an additional notification
to APH S.

(5) A person denied pernission for introduction of a regul ated
article under notification may apply for a permit for introduction
of that regulated article w thout prejudice.

9. Anew 340.6 is added to read as follows:

340.4 Permits for the introduction of a regulated article.5

6 See footnote 5 in 340.3

(a) Application for permt. Two copies of a witten application
for a permit to introduce a regulated article, which may be obtai ned
fromAPH S, shall be subnitted by the responsible person the
Ani mal and Pl ant Health | nspection Service, Plant Pest and Quaranti ne,
Bi ot echnol ogy and Scientific Services, Biotechnology Pernits,
4700 River Road, Unit 147, Riverdale, Maryland 20737-1237
If there are portions of the application deenmed to contain trade
secret or confidential business information (CBI), each page of
the application containing such informati on shoul d be nmarked
"TCBI Copy''. In addition, those portions of the application which
are deemed " CBI'' shall be so designated. The second copy shall have
all such CBI deleted and shall be marked on each page of the application
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where CBlI was deleted, "“CBI Deleted '. If an application does not
contain CBI then the first page of both copies shall be marked
""No CBI''.

(b) Pernmit for release into the environment. An application
for the release into the environnent of a regulated article
shall be submtted at |east 120 days i n advance of the proposed
rel ease into the environnent. An initial review shall be conpleted
by APHI S wi thin 30 days of the receipt of the application. If the
application is conplete, the responsible individual shall be notified
of the date of receipt of the application for purposes of advising the
appl i cant when the 120 day revi ew peri od comenced. ©
If the application is not conplete, the responsible individual will be
advi sed what additional information nmust be subnmitted. APH S
shal | comence the 120 day review period upon receipt of the additiona
information, assum ng the additional information submtted is adequate.
When it is determined that an application is conplete, APH S shall submt
to the State departnment of agriculture of the State where the release is
pl anned, a copy of the initial review and a copy of the application
marked, “"CBlI Deleted'', or “~"No CBI'' for State notification and
review. The application shall include the follow ng information: 7

6 The 120 day review period woul d be extended if
preparation of an environnmental inpact statenent in addition to an
environnental assessment was necessary.

7 Application forns are avail able without charge from

t he Bi otechnology Permt Unit, Plant Protection and Quarantine

Bi ot echnol ogy and Scientific Services, Animal and Plant Health

I nspection Service, US. Departnment of Agriculture, 4700 River Rd,
Unit 147, Riverdale, Maryland 20737, or from |l ocal offices which
are listed in tel ephone directories. A person should specify in
requesting the application that the permt is for the introduction
of a regulated article subject to regulation under part 340

(1) Narme, title, address, telephone nunber, signature of the
responsi bl e person and type of permt requested (for inportation
interstate novenent, or release into the environnent);

(2) Al scientific, comobn, and trade nanes, and all designations
necessary to identify the: Donor organisn(s); recipient organisms);
vector or vector agent(s); constituent of each regulated article
which is a product; and, regulated article

(3) Names, addresses, and tel ephone nunbers of the persons
who devel oped and/or supplied the regulated article;

(4) A description of the means of novenent (e.g., mail, common
carrier, baggage, or handcarried (and by whon));

(5) A description of the anticipated or actual expression
of the altered genetic material in the regulated article and
how t hat expression differs fromthe expression in the non-nodified
parental organism (e.g., norphological or structural characteristics,
physi ol ogi cal activities and processes, nunber of copies of
inserted genetic material and the physical state of this materia
inside the recipient organi sm(integrated or extrachronosonal),
products and secretions, growth characteristics);

(6) A detailed description of the nol ecul ar biol ogy of the
system (e.g., donor-recipient-vector) which is or will be used
to produce the regulated article;

(7) Country and locality where the donor organism recipient
organi sm vector or vector agent, and regul ated article were
col | ected, devel oped, and produced;

(8) A detailed description of the purpose for the introduction
of the regulated article including a detailed description of
the proposed experinmental and/or production design;

(9) The quantity of the regulated article to be introduced
and proposed schedul e and nunber of introductions;

(10) A detailed description of the processes, procedures,
and saf eguards whi ch have been used or will be used in the country
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of origin and in the United States to prevent contanination

rel ease, and dissemnation in the production of the: Donor organisn
reci pi ent organism vector or vector agent; constituent of each
regul ated article which is a product; and regul ated articl e;

(11) A detailed description of the intended destination (including
final and all internediate destinations), uses, and/or distribution
of the regulated article (e.g., greenhouses, |aboratory, or
growt h chanber location; field trial |ocation; pilot project
| ocati on; production, propagation, and manufacture |ocation;
proposed sal e and distribution |ocation);

(12) A detailed description of the proposed procedures, processes,
and saf eguards which will be used to prevent escape and di ssenination
of the regulated article at each of the intended destinations;

(13) A detailed description of any biological naterial (e.g.,
culture nmedium or host material) acconpanying the regul at ed
article during novenent; and

(14) A detailed description of the proposed nethod of fina
di sposition of the regulated article.

(c) Limted permits for interstate novenent or inportation
of a regulated article. An application for the interstate novenent
or inportation of a regulated article shall be subnmitted at
| east 60 days in advance of the first proposed interstate novenent
and at | east 60 days prior to each inportation. An initial review
shall be conpleted by APH S within 15 days of the receipt of the
application. If the application is conplete, the responsible person
shall be notified of the date of receipt of the application
for purposes of advising the applicant when the 60 day review
period conmenced. If the application is not conplete, the responsible
person will be advised what additional information nmust be submtted
APH S shall commence the 60 day review period upon receipt of the
additional information, assumng the additional information submtted
is adequate. Wien it is determned that an application is conplete,
APH S shall subnmit to the State departnent of agriculture of the
State of destination of the regulated article a copy of the
initial review and the application marked, “~~CBI Deleted ',
or ""No CBI'' for State notification and review

(1) Limted permt for interstate novenment. The responsible
person nmay apply for a single linmted permit for the interstate
nmovenent of nultiple regulated articles in lieu of subnitting
an application for each individual interstate novenent. Each
limted permt issued shall be nunmbered and shall be valid for
one year fromthe date of issuance. If a permt is sought for
multiple interstate novenents between contained facilities the
responsi bl e i ndividual shall specify in the permit application
all the regulated articles to be noved interstate; the origins
and destinations of all proposed shipnments; a detail ed description
of all the contained facilities where regulated articles wll
be utilized at destination; and a description of the containers
that will be used to transport the regulated articles. Alimted
permt for interstate novenent of a regulated article shal
only be valid for the novenent of those regulated articles noving
bet ween those | ocations specified in the application. If a person
seeks to nove regul ated articles other than those specified
in the application, or to a location other than those |isted
in the application, a supplenental application shall be submtted
to APHI'S. No person shall nove a regulated article interstate unless
the nunmber of the Iimted pernmit appears on the outside of the shipping
contai ner. The responsi bl e person shipping a regulated article interstate
shal | keep records for one year denonstrating that the regulated article
arrived at its intended destination. The responsible person seeking a linmted
permt for interstate novenent shall submit on an application
form obtained from APH S the data required by paragraphs (b) (1),

(2), (4), (6), (7), (9, and (11) through (14) of this section

(2) Limted permit for inportation. The responsible person
seeking a permit for the inportation of a regulated article
shall subnmit an application for a permt prior to the inportation
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of each shipnment of regulated articles. The responsibl e person
inporting a regulated article shall keep records for one year
denonstrating that the regulated article arrived at its intended
destination. The responsible person seeking a limted pernit

for inportation shall submit on an application form obtained
fromAPH S data required by paragraphs (b) (1), (2), (4), (6), (7),
(9), and (11) through (14) of this section. 8

8 Renewal s may receive shorter review. In the case

of arenewal for alimted permt for inportation that
has been issued | ess than one year earlier, APHI S will
notify the responsible person within 15 days that either
(1) The renewal pernmit is approved or (2) that a 60 day
review period is necessary because the conditions of

the original permt have changed

(d) Prenises inspection. An inspector nay inspect the site
or facility where regulated articles are proposed, pursuant
to a permt, to be released into the environment or contained
after their interstate novenent or inportation. Failure to all ow
the inspection of a prem ses prior to the issuance of a permt
or limted pernmit shall be grounds for the denial of the permt.

(e) Adm nistrative action on applications. After receipt and
review by APH S of the application and the data submitted pursuant
to paragraph (a) of this section, including any additional information
requested by APH' S, a pernit shall be granted or denied.

If a permit is denied, the applicant shall be pronptly inforned of the
reasons why the pernmit was denied and given the opportunity to appeal
the denial in accordance with the provisions of paragraph (g)

of this section. If a permt is granted, the pernit will specify

the applicable conditions for introduction of the regul ated

article under this part.

(f) Permit conditions. A person who is issued a pernit and
hi s/ her enpl oyees or agents shall conply with the follow ng
condi tions, and any suppl enental conditions which shall be |isted
on the permt, as deenmed by the Administrator to be necessary
to prevent the dissem nation and establishnent of plant pests:

(1) The regulated article shall be maintained and di sposed
of (when necessary) in a manner so as to prevent the dissenination
and establishnment of plant pests.

(2) Al packing material, shipping containers, and any ot her
mat erial acconpanying the regul ated article shall be treated
or disposed of in such a manner so as to prevent the dissenination
and establishnment of plant pests.

(3) The regulated article shall be kept separate from other
organi sms, except as specifically allowed in the permt;

(4) The regulated article shall be maintained only in areas
and premni ses specified in the pernmit;

(5) An inspector shall be allowed access, during regul ar business
hours, to the place where the regulated article is | ocated and
to any records relating to the introduction of a regulated article;

(6) The regul ated article shall, when possible, be kept identified
with a |l abel showing the name of the regulated article, and
the date of inportation

(7) The regulated article shall be subject to the application
of neasures determi ned by the Adnministrator to be necessary
to prevent the accidental or unauthorized rel ease of the regul ated
article;

(8) The regulated article shall be subject to the application
of remedi al measures (including disposal) determ ned by the
Admi ni strator to be necessary to prevent the spread of
pl ant pests;

(9) A person who has been issued a permt shall submit to APHIS a
field test report within 6 months after the ternmination of the field
test. Afield test report shall include the APH S reference nunber,
nmet hods of observation, resulting data, and analysis regarding al
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del eterious effects on plants, nontarget organi snms, or the environnent;
(10) APHI S shall be notified within the time periods and manner specified
bel ow, in the event of the follow ng occurrences:

(i) Oally notified inmredi ately upon di scovery and notify
inwiting within 24 hours in the event of any accidental or
unaut hori zed rel ease of the regulated article;

(ii) I'n witing as soon as possible but not later than within
5 working days if the regulated article or associated host organism
is found to have characteristics substantially different from
those listed in the application for a pernit or suffers any
unusual occurrence (excessive nortality or norbidity, or unanticipated
ef fect on non-target organisns);

(11) A pernittee or his/her agent and any person who seeks
to inport a regulated article into the United States shall

(i) Inmport or offer the regulated article for entry only at
a port of entry which is designated by an asterisk in 7 CFR
319. 37-14(b);

(ii) Notify APHI' S promptly upon arrival of any regulated article
at a port of entry, of its arrival by such neans as a manifest,
custons entry docunent, commercial invoice, waybill, a broker's
docunent, or a notice form provided for such purpose; and

(iii) Mark and identify the regulated article in accordance
with 340.5 of this part.

(g) Wthdrawal or denial of a permt. Any pernmt which has
been issued may be withdrawn by an inspector or the Admi nistrator
if hel/she deternines that the hol der thereof has not conplied
with one or nore of the conditions listed on the pernmit. APH S
will confirmthe reasons for the withdrawal of the permt in
witing within ten (10) days. Any person whose pernit has been
wi t hdrawn or any person who has been denied a permit may appea
the decision in witing to the Admnistrator within ten
(10) days after receiving the witten notification of the w thdrawa
or denial. The appeal shall state all of the facts and reasons
upon which the person relies to show that the pernmit was wongfully
wi t hdrawn or denied. The Administrator shall grant or
deny the appeal, in witing, stating the reasons for the decision
as pronptly as circunstances allow. If there is a conflict as
to any material fact, a hearing shall be held to resolve such
conflict. Rules of practice concerning such a hearing will be
adopted by the Adninistrator.

(h) Courtesy permt-

(1) Issuance. The Administrator nay issue a courtesy pernit for

the introduction of organisnms nodified through genetic engi neering

whi ch are not subject to regulation under this part to facilitate novenent
when the novenent night otherw se be i npeded because of the simlarity

of the organismto other organi sns regul ated under this part.

(2) Application. A person seeking a courtesy pernit shal
submit on an application formobtained fromAPH S data required by
par agraphs (b) (1), (2), and (5) of this section and shall indicate such
data is being submitted as a request for a courtesy permt. A person
shoul d al so include a statenent explaining why he or she believes
the organi smor product does not conme within the definition of a
regul ated article.

The application shall be submtted at |east 60 days prior to
the time the courtesy pernmit is sought.

(3) Administrative action. APH S shall conplete an initial review
within 15 days of the date of receipt of the application. If the
application is conplete, the responsible individual shall be notified
of the date of receipt of the application for purposes of advising
the applicant when the 60 day revi ew period commenced. |If the
application is not conplete, the responsible individual will be
advi sed what additional information nmust be submtted, and shal
comence the 60 day review period upon receipt of the additiona
i nformation, assum ng the additional information submitted is
adequate. Wthin 60 days fromthe date of receipt of a conplete application
APHI S will either issue a courtesy permt or advise the responsible
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individual that a permit is required under paragraph (b) or (c) of this
section.

340.5 Petition to amend the list of organisms.10

10 See footnote 5 in 340.3

(a) General. Any person nmay submit to the Adm nistrator
a petition to anend the list of organisns in 340.2 of this
part by adding or deleting any genus, species, or subspeci es.
A petitioner may suppl ement, anend, or withdraw a petition in
witing without prior approval of the Admi nistrator and
wi t hout prejudice to resubm ssion at any tine until the Admi nistrator
rules on the petition. A petition to anend the |ist of organisnms shall
be submitted in accordance with the procedures and format specified
by this section

(b) Submi ssion procedures and format. A person shall submit
two copies of a petition to Biotechnology and Scientific Services, PPQ
Ani mal and Pl ant Health Inspection Service, U S. Departnent of Agriculture,
4700 River Rd, Unit 147, Riverdale, ND 20737
The petition should be dated, and structured as foll ows:

PETI TION TO AMEND 7 CFR 340. 2

The undersigned subnmits this petition under 7 CFR 340.4 to request

that the Administrator, [add the follow ng genus, species, or subspecies
to the list of organisns in 7 CFR 340.2] or [to renpbve the follow ng
genus, species, or subspecies fromthe list of organisnms in 340.2].

A. Statenment of G ounds

(A person nmust present a full statenment explaining the factua
grounds why the genus, species, or subspecies to be added to
340.2 of this part is a plant pest or why there is reason

to believe the genus, species, or subspecies is a plant pest

or why the genus, species, or subspecies sought to be renpved
is not a plant pest or why there is reason to believe the genus,
speci es, or subspecies is not a plant pest. The petition should
i nclude copies of scientific literature which the petitioner

is relying upon, copies of unpublished studies, or data from
tests performed. The petition should not include trade secret
or confidential business information

A person shoul d al so include representative information known
to the petitioner which woul d be unfavorable to a petition for
listing or delisting. (If a person is not aware of any unfavorable
information the petition should state, Unfavorable Infornation
NONE)

B. Certification

The undersigned certifies, that to the best know edge and beli ef

of the undersigned, this petition includes all information and

views on which the petitioner relies, and that it includes representative
data and i nformati on known to the petitioner which are unfavorable

to the petition.

(Signature) -------mmmmm oo oo oo
(Name of petitioner) -------------mmmmm o
(Mailing address) ----------mmmmm oo
(Tel ephone number) ----- - mmmm oo

(c) Administrative action on a petition

(1) A petition to anmend the list of organisnms which neets the
requi renents of paragraph (b) of this section will be filed by the
Adm nistrator, stanped with the date of filing, and assigned a
docket nunmber. The docket number shall identify the file

file:///C)/test/7cfr340xx.html (18 of 24)3/30/2004 5:49:11 AM



Biotechnology Permits -- 7 Code of Federal Regulations part 340

established for all subnmissions relating to the petition. APH' S
will pronptly notify the petitioner in witing of the filing and docket
nunmber of a petition. If a petition does not neet the requirenents of
par agraph (b) of this section, the petitioner shall be sent a notice indicating
how the petition is deficient.
(2) After the filing of a petition to anend the list or organi sns
USDA shal |l publish a proposal in the Federal Register to anend
340.2 and solicit comrents thereon fromthe public. An interested
person may submit witten comments to APHIS on a filed petition, which
shal | becone part of the docket file.
(3) The Administrator shall furnish a response to each
petitioner within 180 days of receipt of the petition. The response
will either: (i) Approve the petition in whole or in part in
whi ch case the Administrator shall concurrently take
appropriate action (publication of a docunent in the Federal
Regi ster anmendi ng 340.2 of this part; or (ii) deny the petition
in whole or in part. The petitioner shall be notified in witing
of the Administrator's decision. The decision shall be
pl aced in the public docket file in the offices of APHI'S, and in the form
of a notice published in the Federal Register

340.6 Petition for determination of nonregulated status. 11

11 See footnote 5 in 340.3

(a) General. Any person may submit to the Administrator, a
petition to seek a determi nation that an article should not be regul ated
under this part. A petitioner nmay supplenent, anmend, or withdraw
a petition in witing without prior approval of the Adm nistrator, and
wi t hout affecting resubm ssion at any tinme until the Admi nistrator rules
on the petition. A petition for determination of nonregul ated status shal
be submitted in accordance with the procedure and format specified in
this section.

(b) Submi ssion procedures and format. A person shall submt
two copies of a petition to the Adm nistrator c/o, Plant Protection
and Quarantine, Biotechnology and Scientific Services, APH S
USDA, 4700 Ri ver Road, Unit 147, Riverdale, MD 20737
The petition shall be dated and structured as foll ows:

Petition for Determ nation of Nonregul ated Status

The undersigned subnits this petition under 7 CFR 340.6 to
request that the Adm nistrator make a determ nation that the
article should not be regul ated under 7 CFR part 340.

(Si gnature)

A. Statement of G ounds

A person nust present a full statenent explaining the factual
grounds why the organi smshoul d not be regul ated under 7 CFR
part 340. The petitioner shall include copies of scientific
literature, copies of unpublished studies, when available, and
data fromtests perforned upon which to base a deternination
The petition shall include all information set forth in paragraph
(c) of 7 CFR 340.6. If there are portions of the petition deened
to contain trade secret or confidential business information
(CBI), each page of the petition containing such information
shoul d be marked "CBlI Copy". In addition, those portions of
the petition which are deened "CBI" shall be so designated
The second copy shall have all such CBI del eted and shall have
mar ked on each page where the CBI was deleted: "CBI Del eted.”

If a petition does not contain CBI, the first page of both copies
shal | be marked: "No CBI."

A person shall also include information known to the petitioner
whi ch woul d be unfavorable to a petition. If a person is not
awar e of any unfavorable information, the petition should state,
"Unfavorabl e i nformati on: NONE. "
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B. Certification
The undersigned certifies, that to the best know edge and
bel i ef of the undersigned, this petition includes all information
and views on which to base a determination, and that it includes
rel evant data and information known to the petitioner which
are unfavorable to the petition
(S e L =) I e e

(Name of Petitioner)------------ommmmmmm
(Mailing Address)------------mmmmmm oo oo
(Tel ephone Number ) -------cmmm oo e e e

(c) Required data and infornation
The petition shall include the follow ng information

(1) Description of the biology of the nonnodified recipient
plant and information necessary to identify the recipient plant
in the narrowest taxononic grouping applicable.

(2) Relevant experinmental data and publications.

(3) A detailed description of the differences in genotype
between the regulated article and the nonnodified recipient
organism Include all scientific, common, or trade nanes, and
al | designations necessary to identify: the donor organismn(s),
the nature of the transfornmation system (vector or vector agent(s)),
the inserted genetic material and its product(s), and the regul ated
article. Include country and locality where the donor, the recipient,
and the vector organisns and the regul ated articles are collected,
devel oped, and produced.

(4) A detailed description of the phenotype of the regul ated
article. Describe known and potential differences fromthe unnodified
reci pi ent organi smthat woul d substantiate that the regul ated
article is unlikely to pose a greater plant pest risk than the
unnmodi fi ed organi smfromwhich it was derived, including but
not limted to: Plant pest risk characteristics, disease and
pest susceptibilities, expression of the gene product, new enzynes,
or changes to plant netabolism weediness of the regulated article
i mpact on the weedi ness of any other plant with which it can
interbreed, agricultural or cultivation practices, effects of
the regul ated article on nontarget organisns, indirect plant
pest effects on other agricultural products, transfer of genetic
information to organisnms with which it cannot interbreed, and
any ot her information which the Administrator believes to be rel evant
to a determ nation. Any information known to the petitioner
that indicates that a regulated article may pose a greater plant
pest risk than the unnodified recipient organismshall also
be incl uded.

(5) Field test reports for all trials conducted under permt or
notification procedures, involving the regulated article, that were
submtted prior to submission of a petition for determ nation of
nonregul ated status or prior to subm ssion of a request for extension
of a determ nation of nonregul ated status under paragraph (e) of this
part. Field test reports shall include the APH S reference nunber
met hods of observation, resulting data, and anal ysis regardi ng al
del eterious effects on plants, nontarget organi sns, or the environment.

(d) Administrative action on a petition

(1) A petition for determ nation of nonregul ated status under
this part which neets the requirenents of paragraphs (b) and
(c) of this section will be filed by the Administrator stanped
with the date of filing, and assigned a petition nunber. The
petition nunber shall identify the file established for al
subm ssions relating to the petition. APHIS will pronptly
notify the petitioner in witing of the filing and the assi gned
petition nunmber. If a petition does not neet the requirenents
specified in this section, the petitioner shall be sent a notice
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i ndi cating how the petition is deficient.

(2) After the filing of a conpleted petition, APH S shal
publish a notice in the Federal Register. This notice shal
specify that conments will be accepted fromthe public on the
filed petition during a 60 day period comrencing with the date
of the notice. During the comment period, any interested person
may subnmit to the Administrator witten comments, regarding
the filed petition, which shall becone part of the petition
file.

(3) The Administrator shall, based upon avail able information
furnish a response to each petitioner within 180 days of receipt
of a conpleted petition. The response will either:

(i) Approve the petition in whole or in part; or

(ii) deny the petition

The petitioner shall be notified in witing of the Adm nistrator's
deci sion. The decision shall be placed in the public petition
filein the offices of APHIS and notice of availability published
in the Federal Register.

(e) Extensions to determ nations of nonregul ated status.

(1) The Administrator nmay determine that a regulated article does
not pose a potential for plant pest risk, and should therefore not be
regul ated under this part, based on the simlarity of that organismto
an ant ecedent organi sm

(2) A person may request that APH S extend a determ nation of
nonregul ated status to other organisns. Such a request shall include
information to establish the simlarity of the antecedent organi sm and
the regul ated articles in question.

(3) APHIS will announce in the Federal Register all prelimnary
deci sions to extend deterninations of nonregul ated status 30 days
before the decisions beconme final and effective. |If additiona
i nformati on becones avail able that APH S believes justifies changing

its decision, it will issue a revised decision
(4) If arequest to APHI S to extend a determi nation of nonregul at ed
status under this part is denied, APHIS will informthe submitter of

that request of the reasons for denial. The subnmitter may subnmit a
nmodi fi ed request or a separate petition for deternination of
nonregul ated status wi thout prejudice.

(f) Denial of a petition; appeal

(1) The Adnministrator's witten notification of denial of a petition
shal |l briefly set forth the reason for such denial. The witten
notification shall be sent by certified nmail. Any person whose petition
has been deni ed may appeal the determination in witing to the
Admi nistrator within 10 days fromreceipt of the witten notification of
deni al

(2) The appeal shall state all of the facts and reasons upon
whi ch the person relies, including any new i nformation, to show
that the petition was wongfully deni ed. The Adm nistrator shal
grant or deny the appeal, in witing, stating the reasons for
the decision as pronptly as circunstances allow. An inform
hearing may be held by the Adm nistrator if there is a dispute
of a material fact. Rules of Practice concerning such a hearing
wi Il be adopted by the Administrator

340.7 Marking and identity.

(a) Any regulated article to be inported other than by mail
shall, at the time of inportation into the United States, plainly
and correctly bear on the outer container the follow ng information
(1) General nature and quantity of the contents;
(2) Country and locality where collected, devel oped, nmanufactured
reared, cultivated or cultured
(3) Name and address of shipper, owner, or person shipping
or forwardi ng the organi sm
(4) Nanme, address, and tel ephone nunber of consignee;
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(5) Identifying shipper's mark and nunber; and

(6) Number of witten permt authorizing the inportation

(b) Any regulated article inmported by mail, shall be plainly
and correctly addressed and mailed to APHIS at a port of entry
designated by an asterisk in 7 CFR 319.37-14(b) and shall be
acconpani ed by a separate sheet of paper w thin the package plainly
and correctly bearing the name, address, and tel ephone nunber of the
i ntended recipient, and shall plainly and correctly bear on the outer
contai ner the follow ng information

(1) General nature and quantity of the contents

(2) Country and locality where collected, devel oped, manufactured
reared, cultivated, or cured

(3) Narme and address of shipper, owner, or person shipping
or forwarding the regulated article; and

(4) Number of permt authorizing the inportation;

(c) Any regulated article inported into the United States
by mail or otherwise shall, at the time of inportation or offer
for inportation into the United States, be acconpani ed by an
i nvoi ce or packing list indicating the contents of the shipnent.

340.8 Container requirements for the movement of regulated articles.

(a) General requirenments. A regulated article shall not be
moved unless it conplies with the provisions of paragraph (b)
of this section, unless a variance has been granted in accordance
with the provisions of paragraph (c) of this section. 12

12 The requirenments of this section are in addition
to and not in lieu of any other packing requirenents
such as those for the transportation of etiologic agents
prescribed ty the Departnment of Transportation in Title
49 CFR or any other agency of the Federal governnent.

(b) Container requirenents-

(1) Plants and plant parts. Al plants or plant parts, except seeds,
cells, and subcellular elenents, shall be packed in a sealed plastic
bag of at least 5 m| thickness, inside a sturdy, seal ed, |eak-proof, outer
shi ppi ng contai ner constructed of corrugated fiberboard, corrogated
cardboard, wood, or other material of equivalent strength

(2) Seeds. Al seeds shall be transported in a sealed plastic
bag of at least 5 m | thickness, inside a sealed netal container
whi ch shall be placed inside a second seal ed netal container
Shock absorbi ng cushioning material shall be placed between
the inner and outer netal containers. Each netal container shal
be independently capabl e of protecting the seeds and preventing
spi |l l age or escape. Each set of netal containers shall then
be enclosed in a sturdy outer shipping container constructed
of corrugated fiberboard, corrugated cardboard, wood, or other
material of equivalent strength

(3) Live microorgani sns and/ or etiologic agents, cells, or
subcel lular elenents. Al regulated articles which are live
(non-inactivated) mcroorganisns, or etiologic agents, cells,
or subcellul ar elenents shall be packed as specified bel ow

(i) Volume not exceeding 50 nml. Regulated articles not exceedi ng
50 m shall be placed in a securely closed, watertight container
(primary container, test tube, vial, etc.) which shall be enclosed
in a second, durable watertight container (secondary container).
Several primary containers may be enclosed in a single secondary
container, if the total volume of all the prinmary containers
so encl osed does not exceed 50 ml. The space at the top, bottom
and sides between the primary and secondary containers shall
contain sufficient nonparticul ate absorbent material (e.g.,
paper towel) to absorb the entire contents of the primary container(s)
in case of breakage or |eakage. Each set of primary and secondary
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contai ners shall then be enclosed in an outer shipping container
constructed of corrugated fiberboard, corrugated cardboard
wood, or other material of equivalent strength.

(ii) Volume greater than 50 mM. Regulated articles which exceed
a volune of 50 m. shall conply with requirenments specified
in paragraph (b)(3)(i) of this section. In addition, a shock
absorbing material, in volune at |east equal to that of the
absorbent material between the primary and secondary containers,
shall be placed at the top, bottom and sides between the secondary
contai ner and the outer shipping container. single primry containers
shall not contain nore than 1,000 ml. of material. However,
two or nore primary contai ners whose conbi ned vol unes do not
exceed 1,000 m. may be placed in a single, secondary container
The maxi mum amount of nicroorganisns or etiologic agents, cells,
or subcellul ar el enents which may be enclosed within a single
out er shi ppi ng contai ner shall not exceed 4,000 nm .

(iii) Dry ice. If dry ice is used as a refrigerant, it shal
be pl aced outside the secondary container(s). If dry ice is
used between the secondary container and the outer shipping
contai ner, the shock absorbing material shall be placed so that
the secondary contai ner does not becone | oose inside the outer
shi ppi ng container as the dry ice sublinmates.

(4) Insects, mtes, and rel ated organi sms. Insects, nites,
and other small arthropods shall be packed for shipnent as specified
in this paragraph or in paragraph (b)(3) of this section. Insects
(any life stage) shall be placed in an escape-proof primry
shi ppi ng contai ner (insulated vacuum contai ner, glass, netal
plastic, etc.) and sealed to prevent escape. Such prinmary container
shal | be placed securely within a secondary shi pping contai ner
of crushproof styrofoamor other material of equivalent strength;
one or nore rigid ice packs may al so be placed within the secondary
shi ppi ng container; and sufficient packing naterial shall be
added around the primary container to prevent novenent of the
primary shi pping container. The secondary (styrofoam or other)
contai ner shall be placed securely within an outer shipping
contai ner constructed of corrugated fiberboard, corrugated cardboard
wood, or other material of equivalent strength.

(5) Ot her macroscopic organi sns. O her macroscopi ¢ organi sns
not covered in paragraphs (b) (1), (2), and (4) of this section
whi ch do not require continuous access to atnospheric oxygen
shal | be packaged as specified in paragraph (b)(3) or (b)(4)
of this section. Al macroscopic organi snms which are not plants
and which require continuous access to atnospheric oxygen shal
be placed in primary shipping containers constructed of a sturdy,
crush-proof frane of wood, metal, or equivalent strength material
surrounded by escape-proof nesh or netting of a strength and
mesh size sufficient to prevent the escape of the snallest organi sm
in the shiprment, with edges and seans of the mesh or netting
seal ed to prevent escape or organi sns. Each primary shipping
contai ner shall be securely placed within a | arger secondary
shi ppi ng cont ai ner constructed of wood, netal, or equival ent
strength naterial. The primary and secondary shipping containers
shal |l then be placed securely within an outer shipping container
constructed of corrugated fiberboard, corrugated cardboard
wood, or other material of equivalent strength, which outer
contai ner may have air holes or spaces in the sides and/or ends
of the container, provided that the outer shipping container
must retain sufficient strength to prevent crushing of the primary
and secondary shi ppi ng contai ners.

(c) Request for a variance from container requirenents. A
responsi bl e person who believes the container requirenents normally
applicable to the novenent of the person's regulated article(s)
are inappropriate due to unique circunstances (such as the nature
volune, or life stage of the regulated article) may submt in
an application for a permit, a request for a variance fromthe
cont ai ner requirenments. The request for a variance under this
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section shall consist of a short statenment describing why the
normal |y applicabl e container requirenents are inappropriate
for the regul ated article which the person proposes to nove
and what container requirenents the person would use in lieu
of the normally prescribed container requirements. USDA shal
advi se the responsible person in witing at the time a permt
is granted on the person's request for a variance

340.9 Cost and charges.

The services of the inspector during regularly assigned hours
of duty and at the usual places of duty shall be furnished w thout
cost.13 The U. S. Departnment of Agriculture will not be responsible
for any costs or charges incident to inspections or conpliance
with the provisions of this part, other than for the services
of the inspector

13 The Department's provisions relating to overtine
charges for an inspector's services are set forth in
7 CFR part 354.
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